DEO26-E006 15:12 From: BFF LLP 



6503273231 



To:USPTO 



P.7'15 




Atty Dkt. No.: BIOT-005CON 
USSN: 10/684,151 



REMARKS 

In view of the following remarks, the Examiner is requested to withdraw the 
rejections and allow Claims 31-37 and 39-51, the only claims pending and currently 
under examination in this application. 



Claims 31-37 and 39-51 have been examined and rejected. 
Claim 31 has been amended for clarity and finds support at p. 9, line 9 of the 
instant specification. 

Claims 36 and 41 have been amended for clarity and finds support at p* 9, lines 9- 
1 8 of the instant specification. 

Claim 49 has been amended to specify that the glucose has a concentration 
ranging from 50 mM to 60 mM as supported at P. 9, lines 17-22 of the instant 
specification. 

Claims 21-30 and 38 have been previously canceled. 

As the above amendments enter no new matter to the application, their entry is 
respectfully requested , 



Claims 36 and 37 have been objected to because the terms: "clearance rates 
differ by about 2 fold" and "said first oncotic agent has a clearance rate of 2 to 3 hours 
and said oncotic agent has a clearance rate of 6 hours" allegedly lack antecedent basis. 
In view of the above amendment, these objections may be withdrawn. 

Rejection Under 35 U.S.C. S112. second paragraph 

Claims 32-37, 39-41, 46-47 and 49 have been rejected under 35 U.S.C. § 112, 
second paragraph, for allegedly failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 
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In traversing this rejection, each of the issues raised by the Examiner is 
addressed separately below: 

(A) "first oncotic agent" 

In the Office Action, the Examiner asserts that there is insufficient antecedent 
basis for the limitation "first oncotic agent" recited in Claim 41. In view of the 
amendment, this rejection may be withdrawn. 

(B) "at a normal temperature" or "below normal temperature" 

The Examiner further asserts that the terms u at a normal temperature" or "below 
normal temperature" as recited in Claims 46-47 are relative terms which renders the 
claims indefinite. 

The MPEP teaches that the requirements of 35 U.S.C. §112 are met if the claims 
of an application, when read in light of the specification, reasonably apprise one of skill in 
the art of what is being claimed. 1 

As provided above, Claim 46 specifically recites "wherein the subject's body is 
maintained at a normal temperature" and Claim 47 recites therein the subject's body is 
below a normal temperature." The Applicants contend that one of skill in the art would 
completely understand the meaning of the terms from the instant specification. 

Firstly, Claims 46 and 47 are drawn to a method of replacing a subject's 
circulating blood volume with a physiologically acceptable aqueous solution. As 
specified in the detailed description: 



MPEP $ 2173.05(ii): "If the claim*, read in light of the Specification, reasonably apprise those skilled <n the ttfl both of the utilization and scope 
of the Invention, and if the language if» as precise ua the suhject matter permits, the statute (35 U.S.C. 1 12 Rocond paragraph) demands no moie.** 
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"The solution may be used as a circulating solution in conjunction with oxygen or hyperbaric 
oxygen at normal body temperatures or during procedures when the subject's body 
temperature is reduced significantly below the subject's normal temperature. For example, 
during surgical procedures and in cadaver organ donation at low temperatures, the subject's 
blood may be replaced with the cold circulating solution of the invention, where the solution 
may be circulated for a time to perfuse and maintain the subject and its organs intact during 
the procedure." (P. 12, lines 13-19) 

As such, one of skill in the art, from reading the disclosure, would fully understand 
the types of procedures in which the subject plasma substitute solutions may be 
employed. Furthermore, Examples 2-8 provide exemplary procedures for using the 
subject plasma substitute solutions when the subject's body temperature Is maintained 
at a normal temperature as recited in Claim 46 or below normal temperature as specified 
in Claim 47. 

Accordingly, one of skill in the art would know what the terms "normal 
temperature" or "below normal temperature" mean within the context of replacing a 
subject's circulating blood volume with a physiologically acceptable aqueous solution. 
Therefore, the Applicants submit that these terms are not vague and indefinite and this 
rejection may be withdrawn, 

(C) "high conc entration glucose" 

In the Office Action, the Examiner further asserts that the term "high concentration 
glucose" as recited in Claim 49 is a relative term which renders the claim indefinite. In 
view of the above amendment, this rejection may be withdrawn. 
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Rejection under 35 U.S.C. 5 103 

In the Office Action, Claims 31-37 and 39-51 have been rejected under 35 U.S.C. 
§ 103(a) as being obvious over Segall et al. (WO 92/18136) in view of Irikura et al. (U.S. 
Patent No. 3,937,821) and further in view of Altura et aL ("Ca2-t- coupling in vascular 
smooth muscle: Mg2+ and buffer effects on contractility and membrane Ca2+ 
movements, " Canadian Journal of Physiology and Pharmacology, 1982, 60(4) 459-82). 

According to MPEP § 2142 states: 

To establish a prima facie case of obviousness, three basic criteria must 
be met. First, there must be some suggestion or motivation, either in the 
references themselves or in the knowledge generally available to one of ordinary 
skill in the art, to modify the reference or to combine reference teachings. Second, 
there must be a reasonable expectation of success. Finally, the prior art reference 
(or references when combined) must teach or suggest all the claim limitations. 

As presented in the previous response, the present claims are directed to 
methods of administering physiologically acceptable aqueous solutions that do not 
include a biological buffer. 

According to the Office Action, the Examiner acknowledges that Segall et al. fails 
to disclose a solution that does not comprise a biological buffer. Instead, the Examiner 
is relying on Irikura et al. and Altura et al. to provide this missing element. 

However, the Applicants submit that a prima foc/e case of obviousness cannot be 
established because one of skill in the art would not find it obvious to modify Segall's 
solution to not include a biological buffer because Segall requires a biological buffer to 
maintain a proper pH. Therefore, Segall teaches away from a solution that excludes a 
biological buffer. 

One of skill in the art from reading Segall et al. would understand that the solution 
requires a biological buffer in order to maintain a proper pH. Segall et al. specifically 
teaches that The pH of the solution according to the invention is maintained by the 
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use of a physiologically compatible buffer" (page 10, lines 26-27). Therefore, a 
biological buffer is an integral and mandatory element of Segall's invention. 

Additionally, the proposed modification of excluding a biological buffer as taught 
by Irikura et al. and Altura et al. would render Segall's solution unsatisfactory for its 
intended purpose because the solution would fail to maintain a proper pH. 2 Moreover, 
nowhere in the disclosure does Segall teach or suggest that the solution would be 
functional if the pH of the solution was not maintained. 

As such, a skilled artisan would not be motivated to modify Segall's solution to 
exclude a biological buffer because Segall teaches away from a solution that excludes a 
biological buffer and the proposed modification would render Segall's solution 
unsatisfactory for its intended purpose. 

In maintaining the rejection, the Examiner cites Irikura et al. which describes a 
solution that includes a hydroxyethyi starch and does not include a biological buffer. The 
Examiner further cites Altura et al. which describes various adverse effects of 
conventional biological buffers on certain arterial and venous smooth muscles. 

According to the Office Action, the Examiner alleges the following: 

One having ordinary skill in the art would have been motivated to modify the teaching of 
Segall such that the adverse effects associated with the use of conventional buffer such 
as TRIS. HEPES, MOPS, and PIPES In said composition would be greatly eliminated. 
(Office Action, P. 7) 

However, as taught in MPEP 2141.02: a prior art reference must be considered in 
its entirety, i.e., as a whole, including portions that would lead away from the claimed 
invention. 



2 

MPEP Section 2143.01 "If the proposed modification would render ihc pricr art Invention being modified unsatisfactory for its intended purpose, 
then there is no suggestion or inou valinn to make the proposed modification. In re Gordon, 733 F.2d 900, 221 USPQ 1 125 (Kcd. Cir. 1 
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The Examiner is not considering Segal! as a whole- but only considered certain 
portions of the disclosure. The Examiner has only considered the part of Segall which 
includes various components of the solution but does not consider the necessity of the 
biological buffer to maintain a proper pH. As discussed above, one of skill in the art from 
reading Segall et al. would understand that the solution requires a biological buffer in 
order to maintain a proper pH. 

However, neither Irikura or Altura teach or suggest an alternative method of 
maintaining a proper pH without a biological buffer. Therefore, one of skill in the art 
would not be motivated to exclude a biological buffer as taught by Irikura et aL or Altura 
et aL because one of skill in the art would want a solution that is able to maintain a 
proper pH. 

As such, the Applicants submit that one of skill in the art would not find it obvious 
to combine the teachings of Segall et al. (WO 92/18136) with those of Irikura et aL and 
Altura et aL In view of the foregoing discussion, this rejection may be withdrawn. 



Double Patenting 

Claims 31-37, 39-40, 41-44, 46-47 and 51 were provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable 
over Claims 9 and 1 7 of U.S. Patent No. 6,627,393. 

Without acquiescing to the correctness of this rejection and solely to expedite 
prosecution, the Applicants provide herewith a Terminal disclaimer over U.S. Patent No. 
6,627,393. 5 



■J *Qttod Environmental Technologic* Corp. v. Union Sanitary District, £>4o **.2d 870, 20 USl*Q2d |}U2 (Fed. Cir. 199J). The court 
indicated ihut the "filing of a terminal disclaimer simply serves the statutory function of removing the rejection of double 
putcnting, and raises neither a presumption nor estoppel on the merits of the rejection. ■ 
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CONCLUSION 



The Applicants submit that all of the claims are in condition for allowance, which 
action is requested. If the Examiner finds that a telephone conference would expedite 
the prosecution of this application, please telephone the undersigned at the number 
provided. 

The Commissioner is hereby authorized to charge any underpayment of fees 
associated with this communication, including any necessary fees for extensions of time, 
or credit any overpayment to Deposit Account No. 50-0815, order number BIOT- 
005CON. 



BOZICEVIC, FIELD & FRANCIS LLP 
1900 University Avenue, Suite 200 
East Palo Alto CA 94303 
Telephone: (650) 327-3400 
Facsimile: (650) 327-3231 

Enclosure: Terminal Disclaimer over U.S. Patent No 6,627,393 
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